TCT-222: Intravascular Ultrasound Analysis of Small Coronary Lesions Treated with the CardioMind Coronary Stent System: IVUS Results of the CARE II Trial  by unknown
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ZLWKPRUHIUHTXHQWP\RFDUGLDOLVFKHPLDFRPSDUHGZLWKIRFDO,653RVWSURFHGXUH0/'DQGWRWDO
VWHQWOHQJWKDUHVLJQL¿FDQWSUHGLFWRUVRIWKHVHW\SHVRI,65DIWHUVXFFHVVIXO&72LQWHUYHQWLRQ
7&7
,PSDFW2I8VHRI5HWURJUDGH5HFDQDOL]DWLRQ,Q3URFHGXUDODQG,Q+RVSLWDO2XWFRPHV
$IWHU3HUFXWDQHRXV7UHDWPHQW2I&KURQLF7RWDO2FFOXVLRQV2I&RURQDU\$UWHULHV
$YWDQGLO%DEXQDVKYLOL'DYLG'XQGXD'PLWUL\.DUWDVKRY
&HQWHURI(QGRVXUJHU\0RVFRZ5XVVLDQ)HGHUDWLRQ

%DFNJURXQG 7KH UHVXOW RI 3&, RI&KURQLF7RWDO2FFOXVLRQ &72 KDV LPSURYHG RYHU WLPHZLWK
WKHLQWURGXFWLRQRIQRYHOHTXLSPHQWDQGWHFKQLTXHV7KHDLPRIWKHVWXG\ZDVWRDVVHVVWKHUROHRI
UHWURJUDGH UHFDQDOL]DWLRQ LQ RYHUDOO SURFHGXUDO DQG LQKRVSLWDO RXWFRPHV LQ SDWLHQWVZLWK&72RI
FRURQDU\DUWHULHV
0HWKRGV DQG 5HVXOWV :H VWXGLHG  SDWLHQWV ZKR XQGHUZHQW UHWUR  SDWLHQWV  DQG
DQWHJUDGHSDWLHQWVUHFDQDOL]DWLRQEHWZHHQDQGDWDVLQJOHFHQWHUaSDWLHQWV
SHU\HDU3DWLHQWVZHUHLGHQWL¿HGIURPWKHGHGLFDWHGGDWDEDVHZKHUHGDWDZDVHQWHUHGSURVSHFWLYHO\
2YHUDOOWHFKQLFDODQGSURFHGXUDOVXFFHVVZDVDFKLHYHGLQDQGUHVSHFWLYHO\,QKRVSLWDO
0$&(RFFXUUHGLQ7HFKQLFDOVXFFHVVDQG0$&(UDWHZHUHDQGLQWKHDQWHJUDGH
UHFDQDOL]DWLRQ JURXS DQG  DQG  LQ WKH UHWURJUDGH UHFDQDOL]DWLRQ JURXS UHVSHFWLYHO\
S ,Q WKH FURVVRYHU JURXS  SDWLHQWV ZLWK SUHYLRXV DQWHJUDGH UHFDQDOL]DWLRQ IDLOXUH
UHWURJUDGHSURFHGXUHZDV VXFFHVVIXO LQ  ,IZHH[FHSWSDWLHQWVZLWKSULPDU\ LQGLFDWLRQ
IRUUHWURJUDGHSURFHGXUHSDWLHQWVFRQWULEXWLRQRIUHWURJUDGHWHFKQLTXHLQRYHUDOOVXFFHVV
RI DQWHJUDGH UHFDQDOL]DWLRQ ZDV RQO\  RXW RI  VXFFHVVIXOO\ UHFDQDOL]HG SDWLHQWV  ,Q
 RXW RI  SDWLHQWV UHWURJUDGH UHFDQDOL]DWLRQZDV IDLOHG IRU WKH FROODWHUDOPRUSKRORJ\ DQG LQ 
SDWLHQWVGXHWRRFFOXVLRQVWUXFWXUH2QWKHRWKHUKDQGPDMRULW\RIDQWHJUDGHIDLOXUHSDWLHQWVKDG
XQIDYRUDEOH DQDWRPLFDO FRQGLWLRQV IRU UHWURJUDGH SURFHGXUH  ZHUHZLWK &&   ³FRUNVFUHZ´
LQWUDPXUDOFKDQQHODQJOHGFROODWHUDOFRQQHFWLRQHSLFDUGLDOFROODWHUDOFKDQQHO&&ZLWK
H[FHVVLYHWRUWXRVLW\5HWURJUDGHUHFDQDOL]DWLRQDWWHPSWZDVLQFUHDVLQJPDUNHGO\VLQFH
WREXW³DQWHJUDGHDVVLVWDQW´VXFFHVVUDWHUHPDLQHGLQVLJQL¿FDQW5HWURJUDGHSURFHGXUH
QHHGHGPRUH FRQWUDVW DJHQW PO DQG PO SPRUH WLPH IRU FRPSOHWLRQ
PLQDQGPLQS WKDQDQWHJUDGHUHFDQDOL]DWLRQ
&RQFOXVLRQ6LQFHLQGLFDWLRQVIRUSULPDU\UHWURJUDGHUHFDQDOL]DWLRQDUHQRWZHOOHVWDEOLVKHGLQFXUUHQW
FOLQLFDOSUDFWLFH³DQWHJUDGHDVVLVW´UROHRIUHWURJUDGHUHFDQDOL]DWLRQUHPDLQVXQFOHDUDQGLQVLJQL¿FDQW
GXHWRORZHUVXFFHVVUDWHDQGLQFUHDVHGULVNRI0$&(,QDGGLWLRQUHWURJUDGHUHFDQDOL]DWLRQGRHV
QRWVXEVWDQWLDOO\FKDQJHRYHUDOO³SLFWXUH´RIUHVXOWVRI3&,&725HWURJUDGHWHFKQLTXHLVPRUHWLPH
FRQVXPLQJUHODWHVWRPRUHUDGLDWLRQGRVHDQGFRQWUDVWDJHQWYROXPHLQFRPSDULVRQZLWKDQWHJUDGH
UHFDQDOL]DWLRQ
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6DIHW\RI5HWURJUDGH5HFDQDOL]DWLRQVWR&KURQLF7RWDO2FFOXVLRQ9LD7UDQVVHSWDODQG
(SLFDUGLDO3DWKZD\V$QDO\]HGE\(FKRFDUGLRJUDSK\
+LGH\XNL7DNLPXUD7RVKL\D0XUDPDWVX5HLNR7VXNDKDUD<RVKLDNL,WR7VX\RVKL6DNDL
+LURVKL,VKLPRUL.HLVXNH+LUDQR0DVDWVXJX1DNDQR$NL\RVKL0RUL\DPD0DVDKLUR
<DPDZDNL6KLQ\D6DVDNL0RWRKDUX$UDNL<DVXQDUL6DNDPRWR,NNL.RPDWVX7DNXUR7DNDPD
6DLVHLNDL<RNRKDPDFLW\(DVWHUQ+RVSLWDO<RNRKDPDFLW\.DQDJDZD-DSDQ
%DFNJURXQG 5HWURJUDGH DSSURDFK KDV EHHQ UHFHQWO\ LPSURYHG WKH VXFFHVV UDWH RI SHUFXWDQRXV
FRURQDU\LQWHUYHQWLRQ3&,IRUFKURQLFWRWDORFFOXVLRQV&72+RZHYHUWKHVSHFL¿FFRPSOLFDWLRQV
QRWZHOOHVWDEOLVK2XUDLPZDVWRLQYHVWLJDWHWKHP\RFDUGLDOLQMXU\VDIHW\DQGPLGWHUPRXWFRPHV
DIWHUUHWURJUDGHUHFDQDOL]DWLRQVIRU&72
0HWKRG )URP 6HSWHPEHU  XQWLO $SULO   SDWLHQWV WUHDWHG IRU &72 5HWURJUDGH
DSSURDFKZDV XVHG LQ   SDWLHQWV (FKRFDUGLRJUDSK\ DQGP\RFDUGLDOPDUNHUV FUHDWLQLQH
NLQDVH&.7URSRQLQH77Q7ZHUH DVVHVVHGEHIRUH DQGZLWKLQKRXUV SRVW SURFHGXUH ,Q 
SDWLHQWV DPRQJ UHWURJUDGH DSSURDFK DQJLRJUDSK\ DQG HFKRFDUGLRJUDSK\ ZHUH IROORZHG XS DW 
PRQWKV/HIWYHQWULFXODU/9ZDOOPRWLRQRIDUHDXVLQJFROODWHUDODQG/9YROXPHVZHUHTXDQWL¿HG
REMHFWLYHO\ RQ GLPHQWLRQDO VSHFNOH WUDFNLQJ VWUDLQ DQDO\VLV DQG 5HDO7LPH 7KUHH'LPHQVLRQDO
(FKRFDUGLRJUDSK\57'(:HHYDOXDWHGFRPSOLFDWLRQVDQGFRPSDUHGDERXWFKDQJHVRIWKHVHLWHPV
5HVXOWV &OLQLFDO VXFFHVVIXO FDVHZDV  FDVHV 0\RFDUGLDOPDUNHUV LQFUHDVHG LQ VRPH
SDWLHQWVDPRQJUHWRURJUDGHDSSURDFKVHHWDEOH7KRVHSDWLHQWVZHUHXVHGFROODWHUDOFKDQQHOVZKLFK
VKRZHG ORZ ÀRZ JUDGH+RZHYHU /9ZDOOPRWLRQZDV XQFKDQJHG E\ HFKRFDUGLRJUDSK\ EHWZHHQ
EHIRUHDQGDIWHUSURFHGXUH,QUHWURJUDGHDSSURDFKPHDQVWUDLQYDOXHVRIVHSWXPZHUHXQFKDQJHG
,QPRQWKVIROORZXSDQJLRJUDSK\VHSWDOEUDQFKHVZKLFKXVHGDVDQDFFHVVIRUUHWURJUDGHDSSURDFK
ZHUHLQWDFWYHVVHOVLQHYHU\FDVHZLWKRXWDFDVHZKLFKHPEROL]DWLRQZDVSHUIRUPHGIRUSHUIRUDWLRQ
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&RQFOXVLRQ 3&, IRU&72XVLQJ UHWURJUDGH DSSURDFK YLD WUDQVVHSWDO SDWKZD\V GLG QRW FDXVH
P\RFDUGLDO LQMXU\ GXULQJSURFHGXUH DQG UXQRIIPLGWHUPFOLQLFDO RXWFRPH&RURQDU\ VHSWDO
FROODWHUDOVFDQEHXVHGVDIHW\DVDQDFFHVVIRUWKHUHWURJUDGHDSSURDFKLQWKH&723&,
'UXJ(OXWLQJDQG%DUH0HWDO6WHQWV
$EVWUDFW1RV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'D\V)ROORZ8SRI1RYHO)XOO\%LRDEVRUEDEOH6DOLF\ODWH%DVHG6LUROLPXV(OXWLQJ6WHQW
(YDOXDWHGE\2SWLFDO&RKHUHQFH7RPRJUDSK\DQGKLVWRORJ\LQ3LJ&RURQDU\$UWHU\
'DLVXNH0DWVXPRWR7RVKLUR6KLQNH6DUDK*HYD1LFRODV&KURQRV-DEDUD5HIDW
6DLQW-RVHSK¶V7UDQVODWLRQDO5HVHDUFK,QVWLWXWH$WODQWD*$
%DFNJURXQG)XOO\ELRGHJUDGDEOHVWHQW LVDQDWWUDFWLYHDOWHUQDWLYHVWUDWHJ\ IRUFXUUHQWSHUPDQHQW
PHWDOOLFVWHQWV:HHYDOXDWHGDQRYHOIXOO\ELRDEVRUEDEOHVLUROLPXVHOXWLQJVWHQWJVLUROLPXVPP
VWHQWV\QWKHVL]HGHQWLUHO\IURPVDOLF\OLFDFLGSRO\PHULQDDQLPDOPRGHO
0HWKRGV%LRDEVRUEDEOHEDOORRQH[SDQGDEOHVWHQWVQ ZHUHLPSODQWHG LQSLJFRURQDULHVXVLQJ
4&$ WR RSWLPL]H VWHQW DSSRVLWLRQ $QLPDOV XQGHUZHQW UHVWXG\ DW 0 0 0 0 0 0
DQG 0 6WHQW DUHD OXPHQ DUHD VWUXWV WKLFNQHVV DQG DUHDZHUHPHDVXUHG E\ RSWLFDO FRKHUHQFH
WRPRJUDSK\2&7
5HVXOWV6WHQWVWUXWVPDLQWDLQHGVXI¿FLHQWDUHDXSWR00PPYV0PP3 
0YV0PP3 0YV0PP3 0YV0PP3 DQG
WKHQFRXOGQRWEHPHDVXUHGGXHWRQHDUO\GLVDSSHDUDQFHRIVWHQWVWUXWV,QFRQWUDVWOXPHQDUHDZDV
VLJQL¿FDQWO\LQFUHDVHGIURP0WR00PPYV0PP3DQGWKHQPDLQWDLQG
VXI¿FLHQWDUHDRYHUWLPH0YV0PP3 0YV0PP3 0YV0
PP3 0YV0PP3 $YHUDJHVWUXWWKLFNQHVVDQGDUHDPHDVXUHGE\
2&7DW0ZDVVLPLODUWRSRVWLPSODQWDWLRQLPSODQWPPPP0PPPP
WKHQJUDGXDOO\GHFUHDVHGRYHUWLPH0PPDQGPP0PPDQGPP0
PPDQGPP0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PPDQGPP0PP
DQGPPUHVSHFWLYHO\3
&RQFOXVLRQV$QRYHOIXOO\ELRDEVRUEDEOHVDOLF\ODWHEDVHGVWHQWPDLQWDLQWKHOXPHQDUHDDQGGLGQ¶W
VKRZDFXWHDQGFKURQLFUHFRLOVGXULQJIROORZXSWHUPV'HJUDGDWLRQRIWKLVVWHQWZDVGHPRQVWUDWHGE\
2&77KHVL]HRIWKLVVWHQWPHDVXUHGZLWK2&7ZDVUHPDUNDEO\GHFUHDVHGIURP0WR0
7&7
,QWUDYDVFXODU8OWUDVRXQG$QDO\VLVRI6PDOO&RURQDU\/HVLRQV7UHDWHGZLWKWKH
&DUGLR0LQG&RURQDU\6WHQW6\VWHP,9865HVXOWVRIWKH&$5(,,7ULDO
7HUX\RVKL.XPH.DWVXKLVD:DVHGD%RQ.ZRQ.RR5REHUWR%RWHOKR6WHIDQ9HUKH\H
5REHUW:KLWERXUQ,DQ0HUHGLWK6WHSKHQ:RUWKOH\.RK7LDQ+DL3DXO*<RFN<DVXKLUR
+RQGD$OH[DQGUH$EL]DLG3HWHU-)LW]JHUDOG
6WDQIRUG8QLYHUVLW\6WDQIRUG&$,QVWLWXWR'R&RUDomR'R7ULkQJXOR0LQHLUR
8EHUOkQGLD%UD]LO$=0LGGHOKHLP$QWZHUSHQ%HOJLXP6W9LQFHQW V+RVSLWDO0HOERXUQH
$XVWUDOLD0RQDVK0HGLFDO&HQWHU0HOERXUQH$XVWUDOLD5R\DO$GHODLGH+RVSLWDO$GHODLGH
$XVWUDOLD1DWLRQDO+HDUW&HQWUH0LVWUL:LQJ6LQJDSRUH,QVWLWXWR'DQWH3D]]DQHVHGH
&DUGLRORJLD6mR3DXOR%UD]LO
%DFNJURXQG 7KH &DUGLR0LQG 6SDUURZ VWHQW V\VWHP FRQVLVWV RI D VHOIH[SDQGLQJ XOWUDWKLQ
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KWWSFRQWHQWRQOLQHMDFFRUJFRQWHQWYROB0HHWLQJ$EVWUDFWV
QLWLQROVWHQWPRXQWHGZLWKLQDLQFKJXLGHZLUHGHOLYHU\V\VWHPKDYLQJLPSURYHGÀH[LELOLW\DQG
GHOLYHUDELOLW\7KHSHUIRUPDQFHRIWKLVQRYHOVWHQWZLWKVLUROLPXVLQDIXOO\ELRGHJUDGDEOHSRO\PHU
KDVQRWEHHQGHWHUPLQHG7KHDLPZDVWRHYDOXDWHWKH&DUGLR0LQGVLUROLPXVHOXWLQJ6SDUURZVWHQW
&0,6(6DJDLQVWWKH&DUGLR0LQG6SDUURZEDUHPHWDOVWHQW&0,%06DQGFRQYHQWLRQDOEDOORRQ
H[SDQGDEOHEDUHPHWDOVWHQW%06'ULYHU0LFUR'ULYHU
0HWKRGV7KH&$5(,,WULDOZDVDSURVSHFWLYHUDQGRPL]HGPXOWLFHQWHUWULDOLQWKHWUHDWPHQWRI
VLQJOHGHQRYRQDWLYHFRURQDU\DUWHU\OHVLRQVUDQJLQJIURPWRPPLQGLDPHWHU,986ZDV
SHUIRUPHG LQSDWLHQWV &0,6(6&0,%06%06DWSRVWSURFHGXUHDQGPRQWK
IROORZXS
5HVXOWV6WHQWYROXPHLQGH[ZDVVLJQL¿FDQWO\LQFUHDVHGGXULQJIROORZXSSHULRGLQ&0,6(6DQG
&0,%06EXWQRWLQ%06&0,6(6WRPPPPS&0,%06WR
PPPPS%06WRPPPPS 161HRLQWLPDOYROXPHLQ&0,
6(6ZDVVLJQL¿FDQWO\VPDOOHUWKDQWKRVHLQ&0,%06DQG%06DWIROORZXSYVDQG
S&RPELQHGWRJHWKHU&0,6(6SUHVHQWHGDVLJQL¿FDQWO\ORZHUSHUFHQWDJHRIFKDQJH
LQOXPHQYROXPHLQGH[/9,GXULQJIROORZXSSHULRGDVFRPSDUHGZLWK&0,%06DQG%06
YVDQGS
&RQFOXVLRQV$ FRPELQDWLRQ RI FKURQLF VWHQW H[SDQVLRQ DQG VLJQL¿FDQW VXSSUHVVLRQ RI QHRLQWLPD
SUROLIHUDWLRQ REVHUYHG LQ WKH VHOIH[SDQGLQJ &0, 6(6 DFKLHYHG PRUH SUHVHUYHG OXPHQ LQ VPDOO
FRURQDU\OHVLRQVFRPSDUHGZLWKHLWKHUWKH&0,%06RUFRQYHQWLRQDO%06
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